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(54) HIGHLY STABLE ORAL MEDICINAL PREPARATION CONTAINING OMEPRAZOLE 
OR OTHRER ANALOG, AND PRODUCTION THEREOF 

(57)Abstract: 

PROBLEM TO BE SOLVED: To obtain a highly stable oral medicinal preparation formed out 
of a fine granular nucleus part, a medicinal layer consisting of omeprazole and a polyvinyl 
alcohol, an intermediate covering layer and an coating membrane layer. 
SOLUTION: This highly stable oral medicinal preparation consists of (A) 6-12 w/w % spherical 
fine granular shaped fine granular nucleus part, (B) a medicinal layer consisting of (i) 7.5-14.5 
w/w % Omeprazole and (ii) 0.1-7 w/w % polyvinyl alcohol, (C) 32-60 w/w % intemiediate 
coating layer and (D) 26-50 w/w % enteric coating membrane layer. The preparation is 
obtained preferably by spraying a solution obtained by suspending the component (i) in an 
aqueous solution or a mixed liquid of water with ethanol of the component (ii) over the 
component A formed with a sucrose, lactose starch or the other sugars, or a microcrystalline 
cellulose to fomi a medicinal layer, then coating the medicinal layer with a binder or a 
spherical shape-material to form one layer or multiple layers of the component C and then 
coating an enteric coating membrane to form pellets. 



cr. 



http://wwwl9.ipdl.ncipi.go.jp/PAl/result/detail/main/wAAAfIair2DA4 1 22 1 2085P 1 .htm 8/29/2006 



Searching PAJ 



Page 2 of 2 



LEGAL STATUS 

[Date of request for examination] 

[Date of sending the examiner's decision of 
rejection] 

[Kind of final disposal of application other than 
the examiner's decision of rejection or 
application converted registration] 

[Date of final disposal for application] 

[Patent number] 

[Date of registration] 

[Number of appeal against examiner's 
decision of rejection] 

[Date of requesting appeal against examiner's 
decision of rejection] 

[Date of extinction of right] 



http://www 1 9.ipdLncipi .goJp/P A 1 /result/detail/main/wAA AfJair2DA4 1 22 1 2085P 1 .htm 8/29/2006 



^1 



(i9)B*B»Wit (jp) (12) 4St ^ 1^ it ^ ^ ^A) (n)i*iiFffiai^H#^ 

^112000 -212085 
(P2000 - 212085A) 
(43) 4;^ra B ^&\2^8H2B (2000. 8. 2) 



FI r-T>r(##) 
A 6 1 K 31/454 

47/26 

47/30 
A6 1P 1/04 



issm^ m^momi ol (±7 m 





4$B2000- 18494(P2000- 18491) 


(71)ttlBA 


500038455 












7fSl2^ 1 Q (2000. 1. 27) 




-&i!S^miiSSr^>t>iiii»1001^ 






(72)|8M# 






88 10 1259 




#l«#mT»«Ail370^1Stt 


(32)«JfeH 


¥JES11^ 1^270(1999. 1.27) 


(72)»M# 




(33)ffij^SBI 


•&«! (TW) 




#i«ieSllr^EEIE^«99«16# 






(72)56W# 


Biff 














(74)ftaA 


100065776 











(54) *;i:^9v/-;i/X»4*©«!JB««*^wrs»«jttt«Dis«i8WRt^ 



(57) 



(sDinta.' mmn 

A6 1K 31/454 

47/26 

47/30 
A6 1P 1/04 




!(2) 000-212085 (P2000-85 



im^m 1 ] 6 %- 1 2 % (w/w) co^jgcowat^ 

7. 5%-14. 5% (W/V) (7):i-^ryY-lU. 0. 
l%~7% («/W) i5D;Ki;f-;L'T;i'3-;l'*>^>^:l.aS 

3 2%~6 0% (W/W) cOtj'SJftSWt . 

2 6%-5 0% (W/W) tfOliJiS^*»4>?^|£$*1.|.^ 

7)<^?gX<i* i: X y -;U?ft-&M«3@jS LXnt^ixtzm 

mmm.m.mizxru- ixm'^mm^ i , m 

-f-, T^xha-x^ '^ii'hf^xh 

stt-rs. i»*«2{cie«<03i->r7y-;u^ir^ts 

l8<7)jr^7'7^/-;L'S-^^-ri)^PESi!Si|<^&. 
[ tmm 6 ] 6 %~ 1 2 % ( W/W ) (7)«}g£7)i8B^^^fg[ 

7. 5%~i4. 5% (W/W) o^i-^r^y-^k 0. 

1%~7% (W/W) <^pHg7<^™i^J*>(c,^:|,|g!|*ii 
3 2%~6 0% (W/W) cO-fSMSat . 

2 6%->-5o% (W/W) mmAmt-^t^m^tiiz 
m. 



m^'^xMmmm^mmmmimmzx o^su 

-C-ilX(i^Ji^7)+[giSSiitL. iif^(cliJ§Sli$rlS 

u-C7r^7-7y-;i^S:-^w^sgnEaii!!aij<oi8ffi. 

i^y, --K'jjf^i^xf-i^yr/pdf^i^xxf-ywsr/tyx 
t7 y ys?i/ u -b 'J yu^^-f^ajf ill. ^ t S: ^itsi t -r 
snsm7izmL(o^^ryY~/\^i't^-r^^Q& 

llh'r:;weD'J Hy, h HD^v7'DtVH:;l/0-;^. 
a. 

[is*« 1 0 ] mmmtmi. v 3 ;^ 

f-, T^;?,ho-^, 

y, S^'D:5'UX^'Dy-b;l'n-x, yZit^'Ili? 

<i5PSt KD^i^rDt*;M^;H:;PD-X&t>'7^' 
^^-fSSPBIgSSflcoMffi. 

1 2 ] 5fc-r, Jr^r7y-;^SrpHg 7<^^ji 

-7.xm.^i\.hm<nmmwjt\z'm.\.. mm 
mm^. ms^xmwm^^^mcmmm'mz 
i.'o'm.\.x-mx\tm(r>^wmmt\.. smtcn 

jf><r5y-;u$r-^w-r.&gPEm^Moisa, 
[i85}<Jii3] %-f.iiy--ryV-)Vi9'A^i<mm 
\m<nimmtif^t:L9 j-)V'SL^m.\zmm^-^^tm 
m^^xm^u^mm^tfim'tt^.mmzL. ^t>\z 

z.m■m:m^.x%^t\^. mL'm-^mmm\t 

WSf^rJ:'?. JJfi^^SrSStT-ilXJi^lcotfSM 



!(3) 00 0-2 1 2085 (P2000- m& 



(Lansoprazole) . 7*9 (Perprazole) , 5 

-/TyY-lU (Rabeprazole) Xii-^yhTy-ll^ (Pen 
toprazole) Wizmmi^Z ttV^ ^ZtimSib 

th . mm. 1 \zim<r>mummM. 

(Lansoprazole) , f^—'7'yY—)i' (Perprazole) . y 
YryV-)V (Rabeprazole) X\i'^yVry-)V (Pen 
toprazole) mizm.tmx.h^biiT^h^Lbi'm.t 

, mm 6 \zim<r)i&u mmmi 
[mmi(>\ mm2. 3, 4, 5, 7, s, 9, 

yV-)Vi^^tmuWM:^r^)Vm, 

mmii] mm2. 3. 4. 5. 7, 8. 9. 
10, 1 1 xti 1 ^<r)m<nmm 

'm-^=f-t Lxiti^ryv-)v^^^tmumMi& 

[00 0 1] 

m\zm^h. 

C0002] 

-2-{[ (4-^h^£/'-3. 5->'V^;U-2-t:i) 
v'-zP) ^f-;P];^;U7 ^-;H-lH-<yr^ \^Y- 

Mt. ^-m'&iXhh-hK r)Vfi^)>iSMW,zii\\x'-m 
th, tfz. wm»m<m:h^j:m]mbLxmtix\^ 

(ATPase) iiT^m$mm^^i- ifzi^ . -\--t^mm 

\t. pHii*«fisv^s«{cfev^Tiiaic^)-)i?t, mm^A 

J^{i«<;l6B#s, i^c. pHi im, -e-coSS14{i»!> 

mmit. i!:^ryv-)V(7m%'mzw^^-m'^. 
]^xi.<r>m.-b-t^. i!y^-ryv-)V(r)mm3m. mm. 
b^mh^'tim^ti<x\tts:h^£\^, 

[ 0 0 0 3 ] ^i-^ ryV-i^b WmWk^h ^b\z^ 

0, ^<rf^'&,z'^mt-mt<^^wmhfz^. 
mmmimmt^i}^(y^j:'oxi5'o. mmy^r 

ixTLiv^, ^<r)^^imWV-^<^LXLto , t 



[0004] ^^1filF^6102439^ (^^^147352-^) 

lEi^iWi. ^?aj3ffli-r^pHffl (pHi. 2)mwmz 

fcV^T. 2B$SSiiit^8 5%(^vStt??!l©*iSjtii$^lL. 
BI?St{::ffii1-|.pf6.8c0^iK?S(ct3U-C, 7 5%05j- 
^ryV-)Vlfm>^iih. ±ie^J:a=5:iJffit±. ^ 

[ 0 0 0 5 ] *7t. ^?^SIK4104486^ (41^289733 

#) i±. 5^^r5v'-;^i!S^JoMffi^cMt, ^r^r^y 
mk\z'mm.<r)W^^''Uo . iMomrnvm^ym 

[0006] 

m-ttzbizht. 

[0007] 

ffit^M-ri.. *SSS<J<i. 3r^r5V-;l.i:pHg7c?)^^ 

-xmt-hn^^ttmwitmLm.m\zxr\^-x 
^(^mmiimm&mLx'mbth, 

[0008] 

mmbf»^immmnm.-^m. i^^vm^kt 

s. m^x-m^^iimmmMTmi&^tifim 
•cm Lx ^mm sr-9< s . &mzmmTm 



!(4) 000-212085 (P2000-?}^ 



[0009] mBMizmmtmmmm.m.mti'^ 
c 0 0 1 0 ] ^wMizmmhmamii. ^^r^y- 

ryy-)l'bpn^7<D^mim(Djtmii8 0 :~2 : l 
(mt --K 'J h':x;i/r/P3-;KJD^ft«i 2 0,00 

o~i 0 0. ooomtti. iME^mitMit. --ku 

;uat>'^ JTstT') ymy 'J -fe 'J ^>Stf ni. . 

[00111 ^mnizmmth'pmmtmit. mmm 

y-ir;l.n->(., p^jf'jy. -Blib^^'f ^Tli^f I., i 

[0012] :^^mtmtmm^mii. ^rj'/ns^ 



-xw s - ^ ;H!;< ^/i-/^ ^ /ue^a-^ 

tm^^j:^mmL mm, r-thy, x^^y-yk ^ 
^■t^^^ffl, mm, 7i>iv^i^ 

y^/k h'JT-bf-y, ^'x>'irM»x^yp, ^'xy^ 
h u yf-;i/ . J x^ w y y 3 -/I'XtiSlElco^^ 

i^^Mi~2o%i^-cj>i.. -?-i7)fi!!)8H^j, mm^ 

[0013] ^Wn\zmh:^^ryV-)VbllA^l<D 

wsr^j^-rs. ttz, yi^%mzmhi!^r7Y-iv 

mzL. zfiismLxm^bL. ^t^\z^m.nmR 
um^A^rnxmiLx. m\^wimh^tijxt 
s. ^hiz, m^\^'jVi:m.m:^r-<sMzitmtt^ 
\>^it^(r>m<^wm\tm.-^i-tz^k, m\im&Lx{,i. 

7'/— ;P«Oflfi. vyVTvy—A- (Lansopra2»le) . )^ 
-7*7V-;P (Perprazole) . yy"T=7V~lV (Rabepr 
azole) Xif'i.y Vyy—lV (Pentoprazole) ^(Ctji 

[0014] 
[^^Jl] 



!(5) 000-212085 (P2000-V-85 



SI 



8 Og 



•^i^-f^^J—r^ 2 0 0g 

ip'j tr:z;W7;i'3-;i' 8 0g 

9l« 2 4 0g 

4XO#ij i;=;i'T;i'3-;i'*ix^'y-;i'«« 2 5 Omi 

^^MtL-fuMl^fi.^A^i^Xi—T. 9 0g 

#Ux^xU'>y'ja-;i/ <PEG4ooo) L8g 



ttSM 



7 0 8g 



gS:*i:X^'/-/l. ( 6/4 v/v) cT)?!-^}^/^*?^ 
ifL, 3l-;<r7y-;U2 0 0gS:±iESfS4'-C!gJi-r 

ijt'-;P7;l/n-;U7ktx^'y-;p^§?S*r^§fSL. 

_£2 



?§)BfCS<c«r^J<^;K';x^x^y/U3-;H 8g 

[0015] 
[MI^J2] 



7 ;u ® y D t: pi 5^ ;n: D - 7 

i^i}X^XU>iff)n-)l <PEG4000) 



8 Og 

2 0 Og 

8 Og 

2 4 Og 
2 S OmI 

9 Og 
6 Og 
1 8g 



7 68g 



±ie<^«i^r«cta!v\ 5fe-f'-KUxf-xu>'T;P3-yl'8 0 8S:*i:x^'y-;K6/4 v/y)<7)m^mm'^'Cm 



!(6) 000-212085 (P2000-VL^ 



mi, :t^7-7V-;u2oogSr±ies?st^3-c«g?s-r 

yM f-yHi/Pn-x 9 Og x y-fl^cOM^Wz 
g3 



^» UTMJC^IS^J<7)--K 'J xf-x P y ^ 'J a -;H 8g 

[0016] 
[|IJfefi«J3] 



«.« 

85B©*>J lf=i;HfPU H>i6» 

# 'J I^X l'>^l)3-)l (PEG4000) 



8 Og 

2 0 Og 
80g 

2 4 Og 
2 5 Oml 

9 Og 
6 Og 
1 Og 
1 8g 



7 7 8g 



gSrTktx^-y-yP ( 6/4 v/v) ct)?!-^^!!^,-??^ 
S?L. :t^r5V-;L'2 0Qg5:±iE^a4'T!g?S-r 
I.. ^V^-CC<^?I^?S2r«J^^iNam«^ai:a'8 0g{c;^ 

|Jt':^;^r/^rJ-;^7K^:x:5'y-;^?§?g+■e^»L, CI 

;M^;H:;Un-x9 Og$:7l<i:X:?/-yl'<7)ii-&?fltt:: 
?§»fr^^S"|so*"'Jx^xuy7''J3-;H 8gt 0 

h 'J -^A 1 0 g S:jD;iTM?i&ll*%oiili«i? 
S:ia«$-lf-. ^(3iz9)\^^^eOsi:Mx.Xi^izim 
L. ±ie<7)|gJB[$-4i|gtftgii(cx 



[0017] 

[||J|6(?1J4 ] (USP XXA3T) tie 

4 ox:. 7 5%ff)mrsj^iz)i\,^x. mtt-^mm^ 

a. ^i&T<D3^m<^STmizm-th. zcomiti\s. 

ffymmzt ^X^^^j:m^mitfm^^tid tZbi:M 
^tl. ^<7)1^mmHztti!bX^-t, mit^i^ht^ 

[0018] 



SI 



!(7) 000-212085 (P2000-V:85 













0 B 




4 0. 0 2 mg 




9 0 B 




3 9. 8 9 mg 




1 8 0 B 




3 9. 7 4 mg 




OB 




3 9. S 0 mg 




9 0 B 




3 8. 6 9 mg 




1 8 0 B 




3 8. 1 5 mg 



[00 19] 
[0020] 



imi] 



iaux» 
lotuio 
saoo 

6000 
40SXi 
XIQQ 
diOO 




I I I 

0 10X30 45 «9 90 12D130 140 1» 



